
OC/DBM
CSO

ODE LR

ODE
Integrity
officer

Integrity
Memo

Evaluate
info No action required

Letter Phone call for 
additional info

Additional
inspections

Referral to
OCI &/or OIA

WL/UL Deficiency
(PMA)

Integrity Hold
(510(k) & PMA)

AIP-like AIP

Meeting

Annualreports (IDEs)
Professional meetings (IDEs)
PMA submission
Insider information
Anonymous complaints
Study subject complaints

Insider information
Complaints
    (direct & from DO)

Inspectional Findings

Further
Regulatory action

Recommend
rejection of site(s)

Recommend
non-approval

Check at future
inspections

Adequate?

Response

WL (OAI)
Major non-compliance(s)

Requires 15 day response

UL (VAI)
Non-compliance(s)

May require response

“OK”(NAI)
Compliant

Potential 
reliability 

issues

Letter to
inspected party

Classification
memo

Close-out
memo

ODE
Review
Division

ODE
LR

Advisory
Panel

Issuing 
CSO

CST
Branch
Chief

Alternate
CSO

Yes

DIB

BIMO
Coordinator

Supervisor*
in geographic

area

InvestigatorDBM
CSO

ODE
LR

Inspection
District

Compliance
Officer

EIR

Supervisor*

483

DBM
DO

BIMO
Coordinator

Copy of EIR

Non
-co

mpli
an

ce
s

OIA recommended

Potential OAI

Assign

P
ot

en
tia

l 4
83

 it
em

s

FAX

PMA or 
supplement

PDP Notice
 of completion

IDE 
(Annual Report; 

Non-clinical
studies;trade shows)

510(k)

POS

OC 
Fields Program

Branch

GMP
Staff

DBM
ODE
LR

CST

DBM
CSO

Branch
Chief

Inspection
assignment

Data or safety concerns

Announcement

Copy

* = Same person

No

Division of Bioresearch
Monitoring

Process Flowchart

483 - form FDA 483 - list of noncompliances left with inspected party
510(k) - submission for clearance as substantially equivalent
AIP - Application Integrity Policy
BIMO - Bioresearch  Monitoring
CAP - Corrective Action Plan
CSO - Consumer Safety Officer
CST - Consumer Safety Technican
DBM - Division of Bioresearch Monitoring
DIB - Director of Investigations Branch
DO - District Office
EIR - Establishment Inspection Report
GMP - Good Manufacturing Practices
IDE - Investigational Device Exemption
LR - Lead Reviewer
NAI - no action indicated
OAI - official action indicated
OC - Office of Compliance
OCI - Office of Criminal Investigation
ODE - Office of Device Evaluation
OIA - Office of Internal Affairs
PAP - Promotion and Advertising Policy
PMA - Premarket Approval
PDP - Product Development Protocol
POS - Program Operations Staff
SOP - Standard Operating Procedure
UL - Untitled Letter
VAI - voluntary action indicated
WL - Warning Letter

KEY


